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Amplication No 

09/607,240 


Applicant(s) 

DOYLE ET AL. 


Examiner 

Ralph Gitomer 


Art Unit 

1651 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 13 Responsive to communication(s) filed on 26 May 2004 . 

2a)D This action is FINAL. 2b)|EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 5-12 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) E3 Claim(s) 5-12 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. , 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 
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Art Unit: 1651 

The RCE Request and amendment received 5/26/04 have been entered and 
claims 5-12 are currently pending in this application. 

Previously pending claims 5-9 have been amended regarding "effective to 
promote whole body health" is added to the body of the independent claims. New 
claims 10-12 add the limitation that the composition may not include an H2 antagonist. 



The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 12 is rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for some agents such as flavors, does not 
reasonably provide enablement for "an additional therapeutic agent". The specification 
does not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the invention commensurate in scope with these 
claims. 
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Claims 10-12 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The addition to the claims of the limitation "the composition may not 
include an H2 antagonist" is new matter. The specification as originally filed teaches on 
page 15 line 5 and page 31 first paragraph, various H2 antagonists that may be 
included in the composition. Present claim 7 requires inclusion of an H2 antagonist. A 
negative limitation such as excluding a component requires definitive written description 
which is not found in the specification. 

During prosecution of this application, claims 10-12 were amended to require that the 
composition not include H2 antagonists. In making this amendment, applicant did not 
point out where the original disclosure of this application describes this concept. 
Rather, it appears to have been inserted in an attempt to distinguish the invention from 
the Singer reference which includes H2 antagonists. We have reviewed the original 
disclosure of this application and do not find that it reasonably conveys the concept now 
claimed, i.e., that the present process is performed without the use of H2 antagonists. 
Vas-Cath Inc. v. Mahurkar . 935 F.2d 1555, 19 USPQ2d 1111 (Fed. Cir. 1991); In re 
Winkhaus , 527 F.2d 637, 188 USPQ 129 (CCPA 1975). 

Claims 5-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 
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The claims include Markush groups of antimicrobial agents, forms of the product, 
and H2 antagonists. And the function of this composition is to promote whole body 
health in human and other animals. Further, an additional therapeutic agent can be 
included. The specification as originally filed does not teach one of skill in this art how 
to make and use each and every of these components in each of the claimed forms. 
For example, how much of each component would be required in a chewing gum vs. a 
tooth gel? Which combinations would produce the desired results? No change in the 
health of any human or animal is seen in the specification as originally filed. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 5-12 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Each of the following applies in all occurrences. 

In claim 5 "zinc ion agent; copper ion agent" is not understood as to what may be 
intended by an agent. In claim 10 "a safe and effective amount" does not state what it is 
safe for nor effective for. In claim 12(b) "an additional therapeutic agent" does not state 
what may be intended. 
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Claims 5-9 are rejected under 35 USC 102(b) as being anticipated by Singer as 
was decided by the Board of Appeals in the decision rendered 3/26/04. 

Applicant's arguments filed 5/26/04 have been fully considered but they are not 
persuasive. 

Applicants argue that Singer requires an H2 antagonist and optionally an 
antimicrobial agent. The present claims require an antimicrobial agent and optionally 
can include an H2 antagonist. The teachings of Singer do not inherently result in 
promotion of whole body health. 

It is the examiner's position that the presently claimed method is clearly taught by 
Singer and therefor anticipates the present claims. A reading of Singer would lead one 
to immediately envision a composition containing both an H2 antagonist as well as an 
antimicrobial agent. 

Regarding the issue already decided by the Board of Appeals regarding the 
inherency of promoting whole body health, one practicing all the presently claimed 
method steps would inherently also promote whole body health. Now, considering the 
function of the presently claimed invention as promoting whole body health in more 
detail, promoting does not require accomplishing to a great degree where no degree is 
claimed, whole in context is undefined but may be considered to imply health beyond 
oral health alone. As such, the phrase is meaningless in context. For example, does 
taking a breath of air promote whole body health? Does drinking a sip of water promote 
whole body health? Does brushing one's teeth promote whole body health? 
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The nexus between oral health in general and brushing or otherwise cleaning 
teeth has been unassailable for centuries. So this discussion leaves us to decide 
whether there is any nexus to any degree between oral health in general and whole 
body health prior to 6/30/2000. It is the considered position of this examiner that due to 
the considerable percent of people whose death was caused by dental disease in pre- 
modern times which continues to this day in less developed populations, the nexus 
between serious illness, disability and death and dental disease would highly likely be 
well known. Further, it was well known at the time this invention was made that the 
health of carnivorous animals in the wild and in captivity is highly dependent upon their 
oral health. This examiner was witness to the deaths of many maned wolves in captivity 
due to periodontal disease that was resistant to treatment in the early 1980's. It would 
be likely that humans in contact with domesticated and wild animals would be well 
aware of the connection between oral infection, loss of teeth, loss of oral function and 
the attendant risk to health of the animals beyond these oral manifestations. 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Singer. 

The claims differ from Singer in that they exclude H2 antagonists in the 
composition. 

It would have been obvious to one of ordinary skill in this art at the time the 
invention was made to make oral care products containing other standard components 
as described by Singer with or without H2 antagonists because Singer describes 
specific functions of H2 antagonists for treating specific oral conditions and should one 
desire oral care products for other functions, one would not include H2 antagonists. 
Oral care products not containing H2 antagonists were known at the time this invention 
was made. No particular function to H2 antagonists is presently claimed. Further, as a 
negative limitation to not include H2 antagonists, no advantage is seen. An undisclosed 
advantage is given little or no patentable weight. 
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35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

the disclosed invention is inoperative and therefore lacks utility. 

The claims are directed to promoting whole body health in humans and other 

animals by administering the claimed composition containing a number of different 

permutations of a number of components. No evidence or examples are given for such 

a function in any human or any animal. Depending upon the interpretation of the phrase 

whole body health, the intended use is not credible. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Ralph Gitomer, DDS 
Primary Examiner 
Art Unit 1651 



